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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 



- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- tf the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)[3 Responsive to communication(s) filed on 11 October 2001 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 7-20 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) M Claim(s) 1^20 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)^ The drawing(s) filed on 11 October 2001 is/are: a)l3 accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 1 1 9 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-20 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

The limitations "paste," "dried" and "reconstituted" render the claims indefinite 
as it is unclear what the scope of the claims is. It is unclear what percentage water is 
allowed in a paste or a dried paste or what percentage is necessary to be considered 
reconstituted. 

Please note that the language of a claim must make it clear what subject matter 
the claim encompasses to adequately delineate its "metes and bounds". See, e.g., the 
following decisions: In re Hammack, 427 F 2d. 1378, 1382, 166 USPQ 204, 208 (CCPA 
1970); In re Venezia 530 F 2d. 956, 958, 189 USPQ 149, 151 (CCPA 1976); In re Goffe, 526 
F 2d. 1393, 1397, 188 USPQ 131, 135 (CCPA 1975); In re Watson, 517 F 2d. 465, 477, 186 
USPQ 11, 20 (CCPA 1975); In re Knowlton 481 F 2d. 1357, 1366, 178 USPQ 486, 492 
(CCPA 1973). The courts have also indicated that before claimed subject matter can 
properly be compared to the prior art, it is essential to know what the claims do in fact 
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cover. See, e.g., the following decisions: In re Steele, 305 F 2d. 859, 134 USPQ 292 
(CCPA 1962); In re Moore 439 F 2d. 1232, 169 USPQ 236 (CCPA 1969); In re Merat, 519 F 
2d. 1390, 186 USPQ 471 (CCPA 1975). 



For clarity's sake, applicant should spell up demineralized bone material in at 
least the first occurrence in the claims as DBM is a such a simple abbreviation it could 
be confused with other abbreviations. 



Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another hied in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 
21(2) of such treaty in the English language. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international 
application by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 
371(c) of this title before the invention thereof by the applicant for patent. 

The changes made to 35 US.C. 102(e) by the American Inventors Protection Act of 1999 (AIPA) and 
the Intellectual Property and High Technology Technical Amendments Act of 2002 do not apply when the 
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reference is a U.S. patent resulting directly or indirectly from an international application filed before 
November 29, 2000. Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior to 
the amendment by the AIPA (pre-AIPA 35 U.S.C. 102(e)). 



Claims 1344, 16 & 20 are rejected under 35 U.S.C. 102(a & e) as being anticipated 
by Bianchi (20010018614). 

Bianchi (especially paragraph 65) teaches a paste comprising gelatin and 

demineralized bone particles of between about 250 .mu.m and 850 .mu.m. A known 

weight of water was added to the combined gelatin and demineralized bone, and 

thoroughly mixed. The gelatin, water, demineralized bone composition was then 

warmed to form a paste. The reference anticipates the claimed subject matter. The 

paste is in a container. 

Note that MPEP § 706.3(e) states that: 

"[w]hen the prior art discloses a product which reasonably appears to be 
either identical with or only slightly different than a product claimed in a 
product-by-process claim, a rejection based alternatively on either section 35 
U.S.C. 102 or 35 U.S.C. 103 of the statute is appropriate. As a practical matter, the 
Patent and Trademark Office is not equipped to manufacture products by the 
myriad of processes put before it and then obtain prior art products and make 
physical comparisons therewith. A lesser burden of proof is required to make out 
a case of prima facie obviousness for product-by-process claims because of their 
peculiar nature than when a product is claimed in the conventional fashion. In re 
Brown, 59 CCPA 1063, 173 USPQ 685 (1972) ; In re Fessmann, 180 USPQ 324 
(CCPA1974)." 



Claims 1, 5 & 18-20 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Jefferies (4472840). 
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Jefferies teach a lyophilized (freeze-dried) demineralized bone material admixed 
with gelatin (col 4, line 57). The reference anticipates the claim subject matter. 

Claims 1, 5 & 18-20 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Sen (4804744). 

Sen (col 12, line 48) teaches a composition comprising lyophilized bone material 
packed into gelatin capsules. The reference anticipates the claim subject matter. 



Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the 
various claims was commonly owned at the time any inventions covered therein were 
made absent any evidence to the contrary. Applicant is advised of the obligation under 
37 CFR 1.56 to point out the inventor and invention dates of each claim that was not 
commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C 102(e), (f) or 
(g) prior art under 35 U.S.C. 103(a). 

Claims 1-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over Chen 
et al in view of Bianchi, O / Leary(5405390) and Benedict et al (6679918). 

Chen et al teaches osteogenic compositions comprising collagen and 
demineralized bone materials onto and into which growth factors, antimicrobial 
agent, a nutrient factors, or other soluble factors may be sorbed to enhance 
the osteogenic factor. These materials can be used in a wide range of clinical 
procedures to replace and restore osseous defects. 

Chen does not teach all the claimed embodiments, however at the time the 
invention was made, demineralized bone pastes coupled with carriers such as 
collagen and gelatin were notoriously old and well known at the time the invention for 
the repair of osseous voids, defects, etc. The prior art, including Bianchi and O'Leary, 
also teach that it was obvious at the time to include other known beneficial 
components , e.g. growth factors, medicines, antibiotics or agents that allow for the 
measuring of the success of the "graft/ 7 Also it would clearly have been obvious to 
place the mixtures of the prior art in any suitable medical container/ application means 
like a syringe. 

Given the breadth of the prior art, it would have been obvious at the time the 
invention was made to optimize the percentages of the art recognized desirable 
components, selection of known useful carriers, etc. Generally, differences in 
concentration or temperature will not support the patentability of subject matter 
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encompassed by the prior art unless there is evidence indicating such concentration or 

temperature is critical. 

"[W]here the general conditions of a claim are disclosed in the prior art, it is not 
inventive to discover the optimum or workable ranges by routine experimentation." In 
re Aller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955) (Claimed process which was 
performed at a temperature between 40°C and 80°C and an acid concentration between 
25% and 70% was held to be prima facie obvious over a reference process which 
differed from the claims only in that the reference process was performed at a 
temperature of 100°C and an acid concentration of 10%.); >see also Peterson, 315 F.3d at 
1330, 65 USPQ2d at 1382 ("The normal desire of scientists or artisans to improve upon 
what is already generally known provides the motivation to determine where in a 
disclosed set of percentage ranges is the optimum combination of percentages.");< ** In 
re Hoeschele, 406 F.2d 1403, 160 USPQ 809 (CCPA 1969) (Claimed elastomeric 
polyurethanes which fell within the broad scope of the references were held to be 
unpatentable thereover because, among other reasons, there was no evidence of the 
criticality of the claimed ranges of molecular weight or molar proportions.). For more 
recent cases applying this principle, see Merck & Co. Inc. v. Biocraft Laboratories Inc., 
874 F.2d 804, 10 USPQ2d 1843 (Fed. Cir.), cert, denied, 493 U.S. 975 (1989); In re 
Kulling, 897 F.2d 1147, 14 USPQ2d 1056 (Fed. Cir. 1990); and In re Geisler, 116 F.3d 
1465, 43 USPQ2d 1362 (Fed. Cir. 1997). 

Accordingly, the claimed invention was prima facie obvious to one of ordinary 
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skill in the art at the time the invention was made especially in the absence of evidence 
to the contrary. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leon Lankford whose telephone number is 571-272- 
0917. The examiner can normally be reached on Mon-Thu 7:30-6. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Wityshyn can be reached on 571-272-0926. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). v * 



